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t-H (54) Title: TROPICAL FORMULATION COMPRISING AT LEAST 5% OF METRONIDAZOLE IN WHITE PETROLATUM 
O AND ITS USE IN THE ANAL AND RECTAL REGION 

w (57) Abstract: A topical composition comprises at least 5-wt % metronidazole or a pharmacologically acceptable derivative thereof 
^ in a non-aqueous vehicle. The composition may be used in the treatment of conditions of the colon, rectum, anorectum and perianal 

region, in particular inflammatory bowel disease and perianal Crohn's disease. The composition also relieves pain and inflammation 
Q and promotes healing of the colon, rectum, and anorectum and perianal region following surgical operations. One advantage of the 

composition is that topical administration of metronidazole results in a primarily local effect and thus side effects observed from 
^ systemic administration are avoided. 
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Present claims 1-7 relate to an extremely large number of possible 
products. Support within the meaning of Article 6 PCT and disclosure 
within the meaning of Article 5 PCT 1s to be found, however, for only a 
very small proportion of the products claimed. In the present case, the 
claims so lack support, and the application so lacks disclosure, that a 
meaningful search over the whole of the claimed scope is impossible 
Consequently, the search has been carried out for those parts of the 
claims which appear to be supported and disclosed, namely those parts 
relating to the product comprising at least 5% of metronidazole and one 
of the vehicles listed on page 2, lines 19-23 of the present description. 

The applicant's attention is drawn to the fact that claims relating to 
inventions in respect of which no international search report has been 
established need not be the subject of an international preliminary 
examination (Rule 66.1(e) PCT). The applicant is advised that the EPO 
policy when acting as an International Preliminary Examining Authority is 
normally not to carry out a preliminary examination on matter which has 
not been searched. This is the case irrespective of whether or not the 
claims are amended following receipt of the search report or during any 
Chapter II procedure. If the application proceeds into the regional phase 
before the EPO, the applicant is reminded that a search may be carried 
out during examination before the EPO (see EPO Guideline C-VI, 8.5) 
should the problems which led to the Article 17(2) declaration be 
•overcome. 
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1. claims: 1-28, 47-64 

Topical composition* comprising at least 5% of metronidazole 
or a derivative thereof in a pharmaceutical ly acceptable 
non-aqueous vehicle and the use of this medicament in the 
topical treatment of diseases of the colon, rectum, 
anorectum or perianal region of the human or animal body 

2. claims: 31-37 



Use of metronidazole or a derivative thereof in the 
manufacture of a medicament for the topical treatment of 
diseases following a surgical operation to the col on , 
rectum, anorectum or perianal region 



3. claims: 39, 45-46 

Use of metronidazole or a derivative thereof in the 
manufacture of a medicament for the topical treatment of 
infective or inflammatory processes of the colon, rectum, 
anorectum or perianal region 



4. claims: 40-44 

Use of metronidazole or a derivative thereof in the 
- manufacture of a. medicament for the topical treatment of 
anorectal or perianal ulcers or skin defects 
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